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Status 

1 )S Responsive to communication(s) filed on 14 February 2007 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters; prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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5) 0 Claim(s) is/are allowed. 

6) IEI Claim{s) 1-4.6-12.14-18.21. 23-36,38-46 and 50-54 is/are rejected. 

7) S Claimfs) 25.27.29-36.38.40-43 and 54 is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)13 The drawing(s) filed on 01-23-2004 is/are: a)S accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required If the drawing(s) is objected to. See 37 CFR 1.121(d). 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

Claim Status 

Claims 1-4 and 6-54 are pending. 
Claim 5 is cancelled. 

Claims 13,19, 20, 22, 37. and 47-49 stand withdrawn as being directed to a non- 
elected invention. 

Claims 1-4, 6-12,14-18, 21, 23-36, 38-48 and 50-54 are being examined. 

Specification 

Applicant's arguments, see p. 11, paragraph 2 of remarks, filed 14 February 
2007, with respect to use of trademarks have been fully considered and are persuasive. 
The objection of the specification has been withdrawn. 

Claim Rejections - 35 USC § 101 
Applicant's arguments, see p. 1 1 , paragraph 4-5 of remarks, filed 14 February 2007, 
with respect to non-statutory subject matter rejection have been fully considered and 
are persuasive. The rejection of claims 1-4, 6-12,14-18, 21, 23-36, 38-48 and 50-54 
has been withdrawn. 
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Claim Rejections - 35 USC § 112, 2"" Paragraph 
Applicant's arguments, see p. 1 1 , paragraph 7-8 and p. 12, paragraph 2 of remarks, 
filed 14 February 2007, with respect rejections under 35 USC 112, 2"^ Paragraph have 
been fully considered and are persuasive. The rejection of claims 1 and 33 has been 
withdrawn. 

Claim Rejections - 35 USC §112 
Applicant's arguments, see p. 12, paragraph 4-6 of remarks, filed 14 February 2007, 
with respect rejections under 35 USC 1 12, 1** Paragraph have been fully considered 
and are persuasive. The rejection of claims 15 and 30 has been withdrawn. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(e) the invention was described in (1) an application for patent,. published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed jn the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 



1. Claims 1-4, 6, 9-11, 18, 21, 23, 28, 39 and 53 are rejected under 35 
U.S.C. 102(e) as being anticipated by Taylor et al (PG PUB 2003/0082538). 
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Claim 1 is directed to a method for analyzing polymer intensity data from a 
sample comprising obtaining intensity profiles from individual labeled polymers 
contained in the sample, aligning individual intensity profiles from individual labeled 
polymers with respect to an alignment reference point, combining aligned individual 
intensity profiles to generate a population profile, selecting a peak in the population 
profile and obtaining individual intensity profiles that contribute to peak, combining 
individual intensity profiles that contribute to the peak to generate a peak profile, and 
comparing the peak profile with the population profile storing the intensity profile as a 
intensity vs. length profile. In some embodiments, the sample can contain a 
heterogeneous mixture of polymers that are of different sizes/lengths and the mixtures * 
of polymers have different sequences. In some embodiments, the intensity is 
fluorescence and profiles are fluorescence profiles. In some embodiments, the polymers 
are embedded in a gel matrix. In another embodiment, the method is computer 
implemented. In some embodiments, the polymers are nucleic acids and specifically, 
DNA. In another embodiment, the intensity profiles are obtained from individual 
polymers in flow. In some embodiments, the sample profiles are average of the 
population of profiles and peak profiles are averages of profiles that make up a peak. 

Taylor et al teach a method of analyzing polymer populations in which intensity 
profiles from individual labeled polymers are obtained ([0156]). The profiles are aligned 
with respect to an alignment reference point and combined to generate a sample 
population profile (fig. 16). Taylor shows selecting a peak in the sample profile and 
obtaining intensity profiles that contribute to the peak then combining the individual 
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intensity profiles to generate a peak profile and comparing the peak profile with the 
sample profiles (fig 18 vs. fig 16). Taylor show the peak profile consists of a subset of 
peaks from the sample profile (compare figure 16 to figure 18) Storing intensity profiles 
as an intensity vs. length profile [0134 and 0156]. Taylor teaches that the sample can 
contain a heterogeneous mixture of polymers that are of different sizes/lengths [0134] 
and the mixtures of polymers have different sequences [0136]. Taylor teaches the 
sample is separated according to size prior the alignment [0134]. Taylor teaches that 
the intensity is fluorescence and profiles are fluorescence profiles [0156]. Taylor et al 
teaches the polymers are embedded in a gel matrix [0232]. Taylor teaches a computer- 
implemented method (abstract, line 1-2). Taylor teaches the polymer is the nucleic acid, 
DNA [0030]. Taylor teaches the intensity profiles are obtained from individual polymers 
in flow [0127]. Taylor et al show in figure 16, a sample profile that is an average of 
multiple profiles and in figure 17, a peak profile that is an average of multiple peak 
profiles. 

2. Claims 1-4, 6-12, 14, 16-18, 21, 23-24, 26, 44-46, and 50-52 are rejected under 
35 U.S.C. 102(b) as being anticipated by Chan (WO 98/35012). 

The claims are directed to a method for analyzing polymer intensity data from a 
sample comprising obtaining intensity profiles from individual labeled polymers 
contained in the sample, aligning individual intensity profiles from individual labeled 
polymers with respect to an alignment reference point, combining aligned individual 
intensity profiles to generate a population profile, selecting a peak in the population 
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profile and obtaining individual intensity profiles that contribute to peak, combining 
individual intensity profiles that contribute to the peak to generate a peak profile, and 
comparing the peak profile with the population profile storing the intensity profile as a 
intensity vs. length profile. Further embodiments are drawn to the type of polymer, 
fluorescence data, labeling techniques, and data manipulations. 

Chan teaches a method for analyzing polymer intensity data from a sample. To 
accomplish the analysis, Chan obtaining fluorescence intensity data from a collection of 
labeled nucleotide polymers (p. 18, line 25-28, p. 11, line 32-34). The polymers can be 
labeled at specific sites or labeled randomly (p. 18, line 31-32). The random labeling 
reads on the further embodiments of sequence nonspecific labels. Chan describes the 
use of reference points to align profiles from individual polymers (p. 63, lines 25-31). 
Chan teaches intensity data from labeled polymers (p. 23, line 17-22). Chan describes 
the method in which the signature of signals of a plurality of polymers, reading on the 
combined, aligned individual profiles that constitute a generated sample profile, are 
compared to a test profile, reading on a peak profile (p. 16, line 12-15 and p. 17, lines 2- 
7). Chan teaches intensity profiles stored as intensity vs. length profiles (p. 68, lines 7- 
15). In another embodiment, Chan teaches a method where the sample contains a 
heterogeneous mixture of polymers, differently sized fragments and with different 
sequences (p. 162, lines 8-9 and p. 74, lines 23-24). In another embodiment, Chan 
teaches a method where profiles are intensity versus length profiles and intensity is 
from fluorescence (p. 9, lines 9-13 and 33-35). In another embodiment, Chan teaches a 
method where the polymers are labeled with a sequence specific probe (p. 68, line 18 to 
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p.69 line 1). In another embodiment, Chan teaches a method where the method is 
implemented on a computer (p. 58, lines 29-32). In another embodiment, Chan teaches 
a method where the polymer Is a nucleic acid that is DNA, and further genomic DNA (p. 
8., lines 28-29). In another embodiment, Chan teaches a method where the reference 
point is an internal reference point and the reference point is a sequence specific probe 
(p.15, line 15-16). In another embodiment, Chan teaches a method where the polymers 
are in flow (col. 27, line 5-9). In another embodiment, Chan teaches a method where the 
population profile is an average population profile (p. 63, lines 18-24). In another 
embodiment, Chan teaches a method where polymers in the sample are sorted 
according to size prior to aligning individual intensity profiles (p. 119, line 35). In another 
embodiment, Chan teaches a method where the peak profile is an average peak profile 
(p. 40, line 31). In another embodiment, Chan teaches a method where peak is selected 
based on intensity (p. 40, lines 24-26). In another embodiment. Chan teaches a method 
where the polymer is completely stretched, partially stretched, or uniformly stretched (p. 
101, lines 17-19). In another embodiment, Chan teaches a method where the peak is 
visible in an intensity vs. length profile (figs. 2 and 9). In another embodiment, Chan 
teaches a method where the peak corresponds to bin counts (p. 44, lines 6-7 and lines 
11-12). 

Allowable Subject Matter 
The art does not fairly teach the concept of alignment of spectra based on an alignment 
reference point that is located centrally to the molecules being analyzed and the use of 
a mirror image spectra. As cited in the rejection above, alignment to the ends using an 



Application/Control Number: 10/763,567 Page 8 

Art Unit: 1631 

end label is shown in ttie prior art. The art also does not to teach the generation of 
inverted or mirror profiles based on the central reference point. 

Claims 25, 27, 29-36, 38, 40-43 and 54 are objected to as being dependent upon 
a rejected base claim, but would be allowable if rewritten in independent fomri including 
all of the limitations of the base claim and any intervening claims. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Karlheinz R. Skowronek whose telephone number is 
(571) 272-9047. The examiner can nomnally be reached on Mon-Fri 8:00am-5:00pm 
(EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukia can be reached on (571) 272-0735. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 



Application/Control Number: 10/763,567 



Page 9 



Art Unit: 1631 

Information regarding the status of an application may be obtained from the 
Patent Application Infomnation Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infomnation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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